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X Responsive to comnnunicat!on(s) filed on Oct 27. 1900 . 

This action is FINAL. 

^ Since this application is in condition for allowance except for formal matters. prosecution as to the merits is closed 

in accordance with the practice under Ex parte Qu^3;V©35 CD. 11. 453 O.G. 213. 

A shortened statutory penod for response to this action is set to expire ^ nnonth(s), or thirty days, whichever is 

lonqer from the mailing date of this communication. Failure to respond within the period for response will cause the 
application to become abandoned. (35 U.S.C. § 133). Extensions of time may be obtained under the provisions of 
37 CFR 1 136(a). 



Disposition of Claim 

^ Claim(s) 1-12 



is/are pending in the applicat 



Of the above, ciaim(s) 
C!aim(s) . 



X Claim(s) 1-12 

Claim(s) 

■ Claims 



is/are withdrawn from consideration 

is/are allowed. 

is/are rejected. 

is/are objected to. 



are subject to restriction or election requirement. 



Application Papers 

' See the attached Notice of Draftsperson's Patent Drawing Review, PTO-948. 

: : The drawing(s) filed on . ^ "s/are objected to by the Examiner. 

Z The proposed drawing correction, filed on ^ is □ approved [disapproved. 

~ The specification is objected to by the Examiner 
■ The oath or declaration is objected to by the Examiner. 

Priority under 35 U.S.C. § 119 

' ' Acknowledgement is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d). 
- All ^"Some* None of the CERTIFIED copies of the priority documents have been 
received. 

received in Application No. (Series Code/Sena! Number) 

received in this national stage application from the international Bureau (POT Rule 17 2(a)) 

^Certified copies not received' , ^ — 

Acknowledgement is made of a claim for domestic pnonty under 35 U.S.C. § 119(e). 
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DETAILED ACTION 

Continued Prosecution Application 

1 The request filed on Oct 27, 2000 for a Continued Prosecution Application (CPA) under 
37 CFR 1 .53(d) based nn parent Application No. 09/234.733 is acceptable and a CPA has been 
established. An action on the CPA follows. 

Claim Rejections - 35 USC §112 

2. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and 
distinctly claiming the subject matter which the applicant regards as his invention. 

3. Claims 1-12 are rejected under 35 U.S.C. 112, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. 

Claims 1-12 arc indefinite for using the term "at least about" in the claims. I hc term "at 
least about" is a relative term which renders the claims indefinite. The term "at least about" is 
not defined by the claim, the specification does not provide a standard for ascertaining the 
requisite degree, and one of ordinary skill in the art would not be reasonabK' apprised of the 
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comparison of sequences, one of the ordinary skill in the art would not be reasonably apprised 
of the metes and bounds of the claimed subject matter. 

Claims 1-12 are indefinite for using the terms "the nucleotide sequence shown at 
positions 157 through 924" and "the nucleotide sequence shown at positions 241 through 924" 
ill the claims. It is unclear whether applicant intends to indicate the nucleotide sequence has the 
nucleotide sequence 157 through 924/ 241 through 924 of SEQ ID N0:1 or to indicate the 
nucleotide sequence has the nucleotide sequence of any positions of 1 57 through 924/ 241 
through 924 of SEQ ID N0:1. In the absence of a clear recitation of the specific sequences, one 
of the ordinary skill in the art would not be reasonably apprised of the metes and bounds of 
the claimed subject matter. 



Claim Rejections - 35 USC § 101 

4. 35 U.S.C. 101 reads as follows: 

Whoever iin ents or discovers anv new and useful process, machine, manufacture, or composition of 
matter, or any new and useful improvement thereof, may obtain a patent therefor, subject to the conditions and 
requirements of this title. 

5. Claims 1-12 are rejected under 35 U.S.C. 1 0 1 because the claimed invention is not 
supported by either a specific and substantial asserted utility or a well established utility. 

Claims 1-12 arc drawn to an isolated nucleic acid molecule with a recited 
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The claims encompass any randomly truncated nucleotide molecule with the 

recited degree of change ofSEQ ID NO: 1 . However, the specification is limited to the 

nucleic acid sequence SEQ ID NO: 1 which encodes the polypeptide of SEQ ID N0:2, a 

A 

Streptococcus uberis CAMP factor. The specification only states that DNA sequence homology 
can be determined by hybridization of polynucleotide«^(page 16). The claimed nucleic acid 
molecule '*s not supported by either a specific and substantial asserted utility or a well 

established utility because the specification fails to assert any utility for the nucleic acid molecule 

and neither the specification as filed nor any art of record disclose or suggest any 
activity for the claimed nucleic acid molecule such that any utility would be well 

established for the nucleic acid molecule- 
Claims 1-12 are also rejected under 35 U.S.C. 112, first paragraph. Specifically, since the 
claimed invention is not supported by either a specific and substantial asserted utility or a well 
established utility for the reasons set forth above, one skilled in the art clearly would not know^ 
how to use the claimed invention. 



Claim Rejections - 35 VSC § J 12 

6. The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 



The specification shall contain a written description of the invention, and of the manner and 
.1 in.T ,M,I nsins; it in Mich fulh clear, concise, and exact terms as to enable any 



Application/Control Number: 09/234J33 Page 5 

Art Unit: 1645 

7. Claims 1-12 are rejected under 35 U.S.C. 1 12, first paragraph, because the specification, 
while being enabling lor the nucleic acid molecule j SFQ ID NO: 1 which encodes the 
polypeptide of SEQ ID N0:2, does not reasonably provide enablement for any variant of the 
nucleic acid molecule SEQ ID NO: 1 . The specification does not enable any person 

skilled in the art to which it pertains, or with which it is most nearly connected, to make and use 
the invention commensurate in scope with these claims. 

Claims 1-12 are drawn to an isolated nucleic acid molecule with a recited 

degree of change of a polynucleotide sequence at positions 157-924 of SEQ ID NO:) or positions 
241-924 of SEQ ID N0:1, vectors containing the sequence, host cells containing the vectors, 
and method of producing the recombinant CAMP factor. The claims encompass any randomly 
truncated nucleotide acid molecule with the recited degree of change of SEQ ID NO: 1 . 

The specification fails to provide characteristics of any nucleic acid molecule with a 

recited degree of change which will encode the polypeptide variants of the SEQ ID N0:2 with 
the function a Streptococcus uberis CAMP factor. 1 he specification fails to teach what the 
critical portions of SEQ ID NO: 1 are needed for encoding polypeptide \ ariants ot 
SEQ ID N0:2 with activity. Protein chemistry is probably one of the most unpredictable areas ol 
biotechnology and the art teaches that the significance of any particular amino acid and 
sequences for different aspects of biological activity can not be predicted i\ priori and must be 
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of any truncations and variant of SEQ ID NO: 1 that encode a protein with functions 

equivalent to the protein of SEQ ID N0:2, the lack of an enabling description of how to obtain 
and make and use the truncatiouc^and variant^^of nucleotide acid sequence of SEQ ID NO:K the 
unpredictability associated with making and using the truncatior^and variant^of nucleotide acid 

SRO ID NO: I encompassed in the scope of the claims as set forth above, the skilled 
artisan would be forced into undue experimentation to practice (i.e. make and use) the invention 
as is broadly claimed. 

8. Claims 1-12 are rejected under 35 U.S.C. 1 12, first paragraph, as containing subject 
matter which was not described in the specification in such a way as to reasonably convey to one 
skilled in the relevant art that the inventor(s), at the time the application was filed, had 
possession of the claimed invention. This is a ne w matter rejection. 

As to claims 1-12 the specification as originally filed fails to provide written support for 
the nucleotide sequence shown at positions 157-924 of Sf;Q ID NO:l and the nucleotide 
sequence shown at positions 241-924 of SEQ ID NOM/l his issue is best resolved by applicant 
pointing to the specification by page and line number where the written description support for 
the now claimed nucleotide sequence shown at positions 157-924 of SEQ ID N0:1 and the 
nucleotide sequence shown at positions 241-924 of SEQ ID N():l can be found. 
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Claim Rejections - 35 USC §102 



9. 



The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 



basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use 
oi on sale in this ccuntry, iiiore than one year prior to the date of application for patent in the United States. 

10. Claims 1-3 are rejected under 35 U.S.C. 102(b) as being anticipated by Podblielski (Med 
Microbiol Immunol 183:239-256, 1994). 

Claims 1-3 read on an isolated nucleic acid molecule whh any length (e.g., 

a single nucleic acid) having the recited identity to the nucleotide sequence of any position of 
1 57 through 924 or 24 1 through 924 of SEQ ID NO: 1 . 

Podblielski teaches an isolated nucleic acid molecule encoding group B Streptococcus 
CAMP factor comprising a sequence having 100% identity to various positions of 1 57 "ffvroutj 
924 and 241 ^hio^^^j^24 of SEQ ID N0:1 (see the sequence comparison of USPTO ^^ucU,Uo 
paper No. 9). Thus, Podblielski meets the limitations of the claims. 

Claim Rejections - iS USC § 103 

10. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
ob\ iousness rejections set forth in this Office action: 



imviiil: ^'uliiuiiA >kili iti Ihc jri {'.'■ \\\\\^\\ sdi. 
ni. inner in whuh tlic nucntion uas made 
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1 1. Claims 1-12 are rejected under 35 U,S,C. 103(a) as being unpatentable over Podblielski 
(Med Microbiol Immunol 183:239-256, 1994) applied to claims 1-3 and Sambrook et al. 
(Molecular Cloning, A Laboratory Manual CSH 1989, 17 Expression of Cloned Genes in 
Escherichia coll). 

Podblielski teaches a cloned nucleic acid molecule encoding group B Streptococcus 
CAMP factor comprising a sequence having 100% identity to various positions of 157 through 
924 and 241 through 924 of SEQ ID N0:1. 

Podblielski does not teach inserting the cloned gene \n\o an expression vector comprising 

'-to 

heterologous control element, that are operably Imked a DNA sequence which can be 
transcribed and translated in a host cell. 

However, Sambrook et al. teach a standard method for expression of cloned genes (see 
pages 17.2-17.44, especially pages 17.3-17.4) including inserting a gene into a recombinant 
vector comprising heterologous control elements that are operably linked^ DNA sequence 
which can be transcribed and translated in a host cell. 

Therefore, it would ha\'e been prima facie obvious lo one ha\'ing ordinary skill in the art 
at the time the invention was made to insert the cloned gene of Podblielski into a recombinant 
\ ector comprising heterologous control elements that can be operably linked^the cloned 
sequence which can be transcribed and translated in a host cell due to the established advantages 
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Status of Claims 



12. No claims are allowed. All claims stand rejected. 

Any inquiry of a general nature or relating to the status of this general application should 
be directed to the Group receptionist whose telephone number is (703) 308-0196. 

Papers relating to this application may be submitted to Technology Center 1600, Group 
1645 by facsimile transmission. The faxing of such papers must conform w ith the notice 
published in the Official Gazette, 10% OG 30 (November 15, 1989). Should applicant wish to 
FAX a response, the current FAX number for Group 1600 is (703) 308-4242. 

Any inquiry concerning this communication or earlier communications from the examim 
should be directed to Li Lee whose telephone number is (703) 308-8891. The examiner can 
normally be reached on Monday-Friday from 8:30 AM to 5:00 PM. If attempts to reach the 
examiner by telephone are unsuccessful, the examiner's supervisor, Lynette Smith, can be 
reached at (703) 308-3909. 



Li Lee 



January 9, 2001 



LYNEHE R. F SMITH 




